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1 . This report is the international preliminary examination report, established by this International Preliminary Examining 
Authority under Article 35 and transmitted to the applicant according to Article 36. 

2. This REPORT consists of a total of 4 sheets, Including this cover sheet. 

3. This report Is also accompanied by ANNEXES, comprising: 

a. □ sent to the applicant and to the Intemational Bureau) a total of sheets, as follows: 

□ sheets of the description, claims and^r drawings which have been amended and are the basis of this report 
andtor sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the 
Administrative Instructions). 

□ sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 

Supplemental Box. 

b. □ (sent to the International Bureau only) a total of (Indicate type and number of electronic carrier(s)) , containing a 

sequence listing andA>r tables related thereto, In computer readable form only, as indicated in the Supplemental 
Box Relating to Sequence Listing (see Section 802 of the Administrative Instructions). 



4. This report contains indications relating to the following items: 

Basis of the opinion 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and Industrial applicability 

Lacl< of unity of Invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

Certain documents cited 

Certain defects in the intemational application 

IS Box No. VIII Certain observations on the intemational application 
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International application No. 
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Box No: I Basis of the report 



1. With regard to the language, this report is based on the international application in the language in which it was 
filed, unless othenwise indicated under this item. 

□ This report is based on translations from the original language into the following language , 
which is the language of a translation furnished for the purposes of: 

□ international search (under Rules 12.3 and 23.1(b)) 

□ publication of the intemational application (under Rule 12.4) 

□ international preliminary examination (under Rules 55.2 and^r 55.3) 

2. With regard to the elements* of the international application, this report is based on (replacement sheets which 
have been furnished to the receiving Office in response to an invitation under Article 14 are referred to in this 
report as "originally filed" and are not annexed to this report): 



Description, Pages 

1 -34 as originally filed 

Claims, Numbers 

1-50 as originally filed 

Drawings, Sheets 

1 /80-30^0 as originally filed 

□ a sequence listing andA^r any related table(s) - see Supplemental Box Relating to Sequence Listing 

3. □ The amendments have resulted in the cancellation of: 

□ the description, pages 

□ the claims. Nos. 

□ the drawings, sheets/figs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

4. □ This report has been established as if (some of) the amendments annexed to this report and listed below 
had not been made, since they have been considered to go beyond the disclosure as filed, as indicated in the 
Supplemental Box (Rule 70.2(c)). 

□ the description, pages 

□ the claims, Nos. 

□ the drawings, sheetsyfigs 

□ the sequence listing (specify): 

□ any table(s) related to sequence listing (specify): 

* If item 4 applies, some or all of these sheets may be marked "superseded, " 
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Box No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial 
applicability; citations and explanations supporting such statement 

1. Statement 



Novelty (N) 


Yes: 


Claims 


1-50 




No: 


Claims 




Inventive step (IS) 


Yes: 


Claims 


1-50 




No: 


Claims 




Industrial appiicabitity (lA) 


Yes: 


Claims 


1-50 




No: 


Claims 





2. Citations and explanations (Rule 70.7): 
see separate sheet 



r Box No. VIM Certain observations on the international application 

::The following observations on the clarity of the claims, description, and drawings or on the question whether the 
claims are fully supported by the description, are made: 

see separate sheet 
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SECTION V 



Intemationai application No. 
PCT/ES2004/070053 



Presently claimed subject-matter seems to be novel and inventive since the 
successful combination of dimerization domains and the E.coli alpha hemolysin 
transporter system to prepare dimeric proteins Is neither taught nor suggested in the 
available prior art. Hence, present claims meet the requirements of Art. 33(2)(3) PCT. 

SECTION VIII 

1 ) . Present application only demonstrates that the attachment of the dimerization domain 

at the N-temiinal end of HlyA allows a successful production of a dimeric product. 
Con'espondingly. this specific arrangement seems to be an essential feature of 
presently claimed subject-matter and thus should be mentioned in the independent 
claims to meet the requirements of Art. 6 PCT. 

2) . The terms "homologous" and "natural or artificial variant of HlyA" render the scope of 

claims containing said expression unclear. (Art. 6 PCT). This is particularly true in 
view of the fact that no functional requirement which should be met by the variant or 
the homolog is given in the claims containing said expressions. 

3) . Finally, the expression "product of interest" is deemed unduly broad. At least it should 

be a product suitable for dimerization. 
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